increase regulatxo
sufficient.

Report the NY szes the LA szes ‘and Forbes Magazme descnbe ”ae |
injuries due to devxce fallure are under-reported due to legal hablhty concerns.

A]though many reprocessors clalm thatt reprocessmg has been gomg on for twenty years, ‘the fact is that thls“was“
with respect to reusable ¢ 1d opened but unused single use devices. In t day’s cost cuttir g environment,

it is proper to look at all poss1 e areas to save money, but reprocessmg -omplex, plastic, single nused devices
such as bwpsy forceps spincterometomes, electrophysmlogy catheters and angloplasty catheters Is sxmply not a
safe avenue to pursue un{nl these reprocessed devxees receive FDA approval for reu

This praetxce also poses many ethical questxons. There is no medical benefit to the patient, and, tis my

understanding, that the patient does not receive lower healthcare costs Tti is also my understandi 1g that patients
are not told that u_sed disposable devices will be used on the ‘ dge, patienis eanno( protect
themselves As a healthcase professxonal I want to speak out on their b
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hether or not a rep”roc.esscd ! sed dlsposabl'e .

ep X mpt devices and will hkely be deemed low nskkdevmcs

despite studxes ‘by manufacturers showmg that many reprocessed biopsy forceps sitting on hospit1l shelves are

contammatedﬂ th drug resistant bacteria. Importantly, biopsy forc critical devices which break the
and, thus can easﬂy pass bacteria remaining on the devise to the

'ﬁnsuspéctmg p ent.

Reprocessors of single use evices claim to have the equlpment and ise necessary to “prop *rly” réprbceSS
used single use devices. They are, therefore, manufactures in the eyes of healthcare workers and patients. In
_addition, reprocessmg a single use device for reuse changes the device into a reusable device. A« .cordingly,
reprocessors should b regulated in the same’ STHATTEr 38 Original SquipHent ianufacturers using the existing
FDA regulations for reusable devices. To create a new regulatory pohcy was! stes valuable FDA r¢sources and
delays regulatory enforcement’ puttmg, thus patlents unnecessanly at risk for an undetermmed pe -iod of time.
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Smcerely, |
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